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PCT/US2004/020741 



From the INTERNATIONAL BUREAU 



By. 



CT 



— NO ' J ' lHCAJiaN CONCERNING 

TRANSMITTAL OF COPY OF INTERNATIONAL 
PRELIMINARY REPORT ON PATENTABILITY 
(CHAPTER 1 OF THE PATENT COOPERATION 
TREATY) 
(PCT Rule 44bis.l(c)) 



Dale of mailing {da\/moni}i/\ear) 

23 March 2006 (23,03,2006). 



To: 



Lie AT A, Jane, Massey 
Licata & Tyrrell P.C. 
66 E. Main Street 
Martton, NJ 08053 
ETATS-UNIS D'AMERIQUE 



Applicant's or agent's file reference 
DEX-0491 



IMPORTANT NOTICE 



International application No. 
PCT/US2004/020741 



International filing date (da\/montfi/\ear) 

28 June 2004 (28.06.2004) 



Priority dale (day/montli/xear) 

27 June 2003 (27.06.2003) 



Applicant 



DIADEXUS, INC. et al 



The International Bureau transmits herewith a copy of the international preliminary report on patentability (Chapter 1 of the Patent Cooperation 
Treaty) 



The International Bureau of WlPO 


Authorized officer 


34, chemin des Colombeltes 


Nora Lindner 


121 1 Geneva 20, Switzerland 


Facsimile No.+41 22 740 14 35 


Facsimile No.+4l 22 338 89 65 


Form PCT/IB/326 (January 2004) 



PATENT COOPERATION TREATY 



PCT 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 

(Chapter I of the Patent Cooperation Treaty) 



(PCT Rule 44his) 


Applicant's or agent's file reference 


FOR FURTHER ACTION 


See item 4 below 


DEX-0491 






International application No. 


Internationa] filing date (dav/montli/vear) 


Priority date (dav/montfi/vear) 


PCT/US2004/020741 


28 June 2004 (28.06.2004) 


27 June 2003 (27.06.2003) 


International Patent Classification (8th edition unless older edition indicated) 




See relevant information in Form PCT/ISA/237 




Applicant 






DIADEXUS, INC. 







1 . This international preliminary report on patentability (Chapter I) is issued by the Internationa] Bureau on behalf of the 
Internationa] Searching Authority under Rule 44 bis. 1 (a). 

2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter I) instead. 



3. This report contains indications relating to the following items: 

Basis of the report 
Priority 



Box No. I 
I I Box No. n 
Box No. ra 



□ 

I I Box No. IV 
Box No. V 



I I Box No. VI 
I I BoxNo. VH 
I I BoxNo.Vni 



Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 
Certain observations on the international application 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules 44fcw.3(c) and 93bisA but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 
dale (Rule 44bis .2). 





Date of issuance of this report 
13 March 2006 (13.03.2006) 


The International Bureau of WIPO 
34, chemin des Colombettes 
121 1 Geneva 20, Switzerland 

Facsimile No. +41 22 740 14 35 


Authorized officer 

Nora Lindner 

Telephone No. +41 22 338 89 65 



Form PCT/IB/373 (January 2004) 
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PATENT COOPERATION TREATY 

From the 

INTERNATIONAL SEARCHING AUTHORITY 



To* 

JANE MASSEY LICATA 
UCATA & TYRRELL P.C 
66 E. MAIN STREET 
MARLTON. NJ 06053 


PCX 

WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCTRule43tw.I) 


Date of mailing \ ci f ^rtfPir* 

{day/month/year) 0 O F F R 2iJUD 


Applitmiu' s nr agcm's file reference 
DRX-0491 


IPOK FURTHER ACTION 

paragraph 2 below 


IirternaiionaJ applicaiirtn No. Inici naiioiral Tilme date (<tay/monrh/year) Prit>riry date {ihy/month/year) 
Pa7lJS04/2074 1 28 June 2004 (28.0(5.2004) %1 June 2003 07.06.2003) 


inierikaiianal Pateni ClaAsirication (IPC) or boxh miinnal classificaiion and IPC 

IPCa); 435/6. 226, 252.3, 252.33. 432.5. 320.1. 219; 536/23.2 and US CI.: C12N 1/20, 15/00. 5/00, 9/50; C07H 21/04 


Applicant 
DEX-0491 



1 . This opinion contains indications relating to the foUowitig items: 

Basis of the opinloA 
Prioriiy 

Non-escafalisfimenc of opinion wjib regard to novelty, invcniive step and iitdustrial applic2t>ility 
lade of uniiy of uivcmion 

Reasoned statement onder Rule 43/^/j.2(a)(i) with regard co noveliy, inventive step or industrial 
appUcabiliiy; ciiaiions and explanations supporting such siacement 

Cenain documents cited . 

Cenain defects in tbe iniemational spplication 

Cenain 6i»ervauons on die mtemadoxia! application 

2. FURTHER ACTION 

If a demand for ouemauoiial preliounary examination is made, this opinion will be considered to be a writren opinion of the 
International PreliminaTy Rx^ining Authority C*IPBA") e](cept thai this does noi apply where dUc applicant chooses an 
Authority odier than siu.^ one lo be d>e IP£A and tbe chosen IPEA has notified the International Bureau under Rule ^.W^ip} 
diaf written opinions of this imemational Searching Atitfaority will not be so considered. 

If Ais opinion is, as provided above, considered to be a wrincn opinion of the IPEA, the applicant is invited to $ubniit to the 
IPEA a written reply togedicr, where appropnace, with amcfidmente, before the expiration of 3 months from the date of 
mailing of Form PCT/ISA/220 or before the expiration of -22 months from the priorii>' date, whichever expires later. 
For further oprioos, sec Form PCT/ISA/220. 

3. Per further details, see notes to Ponn PCT/lSA/220. 





Box No. I 


□ 


Box No. n 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


fiox No. VII 


□ 


Box No. Vin 




Name and mailing address of the ISA/ US 
Mail Slop per, Atta: ISA/US 
Commissioner for Pacencs 

P.O. Box 1450 

Alexandria. Vir;giiiin 22313-1450 
Facsimile No. iSlU 273-3201 



Date of compIetioQ of ibis 
camion 

12 December 2005 <12. 12 JZOOS) 



Auiho^pMgtt^ 

K-Tlmgatui 

Telephone No. <S71> 272*0600 



Form PCT/IS A/237 <oovtt sheet) (April 2005) 
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0014/018 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AITTHORITY 


International applicaiton No. 
PCT/US04/2O741 


Box No, 1 Basis of this opiniott 


1 . With regard lo Lhe Uingiiage. this opinion has been e5iiablr5hed on (he basts of: 
(3 the international appUcation in ihc language «tn which it was filed 


n a iransiuLion of fhc imemational applicjuion into , which is U»c laiigwige of a inmslation funitshoi) for ihc purposes of 

inicrnaiionai search (Rules 12.3(a) nnd 23. 1(b)). 


2. WUh regard to any nucleotide and/or amiao acitl sequence disclusiHl in <he iiucmational apphiration and necessary to ihc 
claimed rnvencion. this opinion ha<; been ei>cabU.';hed on ihe basis ofi 


a. lype of maicriat 




Cn a sequence listing 




n iabte(5) related lu ihe sequence lisihig 




b. fonnac of materia} 
n on paper 




1 1 in electronic form 




c. lime of filing/fumishing 




O comained in the iniemauonal application as fUed. 




Q riled together with the imcniaiional applicadon m electronic foint. 


O Cumisbed subsequently to diis Atitboriiy for die pu/poses of search. 


3. In addition, in die case that more than one version or copy of a sequence listing and/or table(s) felacing thereto lias been 
filed or furnished, the required scatcmenis that die inrorniation in the subsequent or additional copic%> is identical co that in 
the a9>plication as filed or does not go beyond the appticanon as Hied, as appropriate, were furnished. 


4. Addidona) commems; 





Fotro VCrnSAf237iBoi^ No. I) (April 2005) 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AOTHORITV 



Inieraationat application No- 
PCT/USa4/2074I 



Box No. V Reasoned statement under Rule 43 Ziiif.l(a)()) with regard to novelty, inventive step or industrial 
applicability; dtations and explanations supporting such statement 



1. Staiemcm 



Novelty (N> 



Inveniive siep (IS) 



Industrial appI'icabSHiy (lA) 



Oaims P toc See Conrinuation aicc < 

Claims Please See Continuat i nn Sh<xi 

Claims IMcase Sec Commuaii o n Sheet 

Claims Ple ase Sec Coininnaiion Sheet 



Clahns Pt ease Sc-e Conr i nuaiipn Shee r 

Claims LMcase See Coniinuai io n Sheet 



-YES 
^YES 



1. Ciutions aad explanaitons: 

Claims 1-5. a-18, 20-22, 24-2S, 30-38, 40-51 and 53-71 lack invcncive step uiwkJr PCT Arricic 33(3) as being obvious over 
Ancalis « al (U.S. Paicm 6A19^14) in view Of Bandman ct al (U.S. Paten 6.203.979). in view of Mack ei at (U.S. PuWicacion 
2004014^2) and in view of Chari ci al (U.S. Patem 6.333.410). 

The claims arc 5ummarr2ed as an isolated PrOl04 aniibody, wherein the antibody h humanized, conjugaied to a growth 
inbibiiory, cytotoxic agent, loxin, a method of killing the Pro-104 expressing cancer cell, a meihod of determining the overexpression 
of ProlCM and a screening method of antibodies. 

Anialis et a] teach ** lestisin (referred to as Pro- 104) in d»fi inaani appficaiion, aniibodies thai bind to lestisin. 

Bandman et al teach (abstract and summary of invention, in panicular) the amino acid sequences SEQ ID NOi3 (ai least 
99.6% idetuical to die Pro- IDA sequence as disclosed in the instant application) of human protease miileculcfi, antibodies to the amino 
acid sequ^icc die methods of producing antibodi^ and the use of ihcse sequences in die diagnosis, treanneoi, and prevention of cell 
prolH^Ktative and iimnmie disorders, in addition determining the expression panenis of the proiein and detection methods. 

Mddcet al teach that there are many lediniqucs for ihc prepanttion of antibodies e.g., recombinant, monoclonal, 
polydonal. m addhion to the prOdiu» antibodies to the polypeptides of the invention (paragraphs 101 and 19^207, in particular). 
Mack et al aMo leacfa an antitiody that is cotgu^ted to cytotoxic agent (paragraph 28), or linked to an emiiely diffoem molecule 
which coofcrK new propenics to the anttlKxly, e.g., an enzyme, toxin, hormone, growth factor, drug, etc. (paiagrafdi 102, in 
particular), and a pharmaceuiical composmon comprising a phannaceutjcally acceptable carrier (paragiaph 43, in particular). 

Chari ct aJ teach antibody dnig-cpnjugates utilizing Maytansinoids as a conjugate (see brief summary of the invention, in 
panrcular). 

It would have been obvious to produce amibodlcs thai binds to PrQl04 and produce a humanccd version of ii funher 
comprising the limiianons as claimed because Bandman d al teach antibodies to an amino acid sequence that is idemical u) Pro 104 
and combinrng it widi the teachings of Mack ct al and Chari et al. 

Therefoie, clauns 1«5, S-lS, 20-22> 24^28. 30-38, 40-31 and 53-71 lack an invemive step under PCT Article 33(3) as being obvious 
over Bandman etai. Mack ei aland Chari etal. 



Porm PCT/ISA/237 (Box No. V) (April 200S) 
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